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PROJECT OVERVIEW
BACKGROUND
There has been widespread discussion on the conduct of biomedical research in developing countries in the past several years and much of the concern is focused on developing capacity for ethical review in these countries to ensure the rights and safety of persons and communities participating in clinical research.  WHO/TDR has facilitated the establishment of five regional fora around the globe (Asia, Africa, Latin America, North America and Eastern Europe), to strengthen ethical review capacity within countries. These Fora committed to the exchange of information and the development of national guidelines and local standard operating procedures, as well as the establishment of educational activities for members of ethics committees. The fora have worked together across regions  to share the complexity of cultural variations, national laws, local medical and research practices, and local knowledge as well as developing similar structured approaches to address their specific needs.  It is essential to continue to develop an integrated approach to information gathering and sharing, and capacity building for ethical review practice across the continents to address the fundamental ethical gaps and challenges encountered in global health research.  The Strategic Initiative for Developing Capacity in Ethical Review (SIDCER) was established in WHO/TDR as a Public-Private Partnership project, the objective was to bring these regional fora together into a global strategic initiative focused on addressing human subjects protections in global health research.  

SIDCER provides the international community with not only a means to build in-country human subjects protection programmes, but also a way to measure and provide accountability regarding the quality and effectiveness of  ethical review worldwide.   This is the basis for the initiation of SIDCER recognition programme.
SIDCER VISION
To enhance the protection of human participants in all research endeavors in all countries of the world.

MISSIONS
 
1) To promote the highest ethical and scientific standards for biomedical and behavioral research, 
2) To ensure the quality and effectiveness of  ethics review worldwide, with mutual understanding and respect for cultural,  regional and national differences, 
3) To expand Biomedical Research Ethics Alliance through facilitating Regional and National Network. 

OBJECTIVE

The primary objective of SIDCER is to contribute to human subjects protections globally by developing capacity in ethical review and the ethics of health research.
THE METHOD
1) Building on ‘grass-roots’ initiatives, fora of ethics committee members committed to improving their own situations

2) Building the independence and competence through dialogue, exchange, and education

3) Inviting all parties having a responsibility in health research to engage a long-term sustained involvement in capacity-building for decision-making in ethics
TOOLS

1) Operational Guidelines for Ethics Committees That Review Biomedical Research

2) Operational Guidelines for Surveying & Evaluating Ethical Review Practice 
3) SIDCER Self assessment tool

4) Standard Operating Procedures (SOPs) templates for IEC/IRB
ACTIVITIES THAT SUPPORT  IEC/IRB RECOGNITION PROGRAMME
1) Human Subject Protection Course

2) IEC/IRB SOPs writing workshop

3) Site Survey and evaluation

EVALUATING  STANDARDS FOR RECOGNITION
Ethics Committee will be recognized on the quality of the committee based on five standards

Standard I.  STRUCTURE AND COMPOSITION OF ETHIC COMMITTEE
Structure, composition and skills of the EC and staff are appropriate to the amount and nature of research reviewed
Standard II: ADHERENCE TO SPECIFIC POLICIES

Ethics Committee has appropriate management and operational procedures for optimal and systematic conduct of ethical review
Standard III: COMPLETENESS OF ITS  REVIEW PROCESS

EC review protocols and its supporting documents in a timely fashion according to an established procedure to protect the interest of research participants 
Standard IV: AFTER REVIEW PROCESS

EC should adequately and effectively communicate its decision to investigators 
Standard V. DOCUMENTATION AND ARCHIVING
Ethics Committee systematically documents and  archives its activities for a good time period 

RECOGNITION CERTIFICATE

A certificate of recognition will be issued to IEC/IRB that meets the  five criteria standards.    Recognition will be granted for a maximum period of 3 years. The SIDCER committee will have the discretion of awarding recognition for a shorter period and can withdraw recognition at any time if it is established that recognition criteria are no longer being met. 

ETHICS COMMITTEE (IEC/IRB) RECOGNITION REQUIREMENTS
Generally an ethics committee (IEC/IRB) will be recognized based on the quality of the IEC/IRB, its adherence to specific policies for ethical review, the completeness of its review process, the after review process and documentation.

This document is to be used in conjunction with the SIDCER IEC/IRB Assessment Tool, the SIDCER Recognition Requirements, and the standards described in the WHO “Operational Guidelines for Ethics Committees That Review Biomedical Research,” the WHO complementary guideline “Surveying and Evaluating Ethical Review Practices,” and the ICH “Guideline for Good Clinical Practice” (E6).

1. STRUCTURE AND COMPOSITION

The structure, composition and skills (expertise) of the EC and staff are appropriate to the amount and nature of research reviewed. 

1.1. MEMBERSHIP REQUIREMENTS 

1.2.1. Members: at least 5

1.2.2. Gender: Balance

1.2.3. Experience and knowledge: balance in ethics, science and social science (alternatives to cover the topic of review should be in place)

1.2.4. Non-scientific or lay person

1.2.5. Non-affiliated person (independent of the institution/research site)

1.2.6. Terms and conditions of appointment, including policy and duration of appointment, disqualification, resignation and replacement procedures

1.2. ADMINISTRATIVE REQUIREMENTS

The IEC/IRB should have:

1.2.1. Administrators that oversee the day-to-day activity of the IEC/IRB; 

1.2.2. Documentation of the functions and activities of the staff; 

1.2.3. The Adequate number of administrative staff; and

1.2.4. Terms and conditions of appointments of members.

1.3. MEMBERSHIP INITIAL AND CONTINUOUS TRAINING

The provisions available for IEC/IRB members to receive introductory as well as continuous education need to be stated and observed.

1.4. IEC/IRB OFFICE
The IEC/IRB should have an office space with necessary equipments and staff for good functioning.

1.5. MANAGEMENT OF CONFLICTS

IEC/IRB should have a policy to address conflicts of interest and obligations.

2.  ADHERENCE TO SPECIFIC POLICIES

Appropriate management and operational procedures for optimal and systematic conduct of ethical review.

2.1. MANAGEMENT OF IEC/IRB

The IEC/IRB should document and make publicly available a term of reference, which should include its purpose, scope, objectives, activities, organization and management.

2.2. AVAILABILITY OF STANDARD OPERATING PROCEDURES (SOPs)
The IEC/IRB should have a written SOP with which they comply. The reasons for any non‑compliance should be stated.

2.3. AREAS AND FUNCTIONS COVERED BY THE SOPs

The areas of review conducted by the IEC/IRB should be covered by the SOPs.

SOPs should include, but not be limited to:

· Normal review process,

· Review of resubmitted,

· Amended,

· Continuous protocol review

· Confidentiality,

· Informed consent review, and.

· Expedited reviewed.

2.4. CONTINUOUS REVIEW OF SOPs

The SOPs should be reviewed at least every three years and revised as necessary. IEC/IRB should indicate how often this is done and also document and archive copies of the previous versions.

2.5. GUIDELINE FOR PROTOCOL SUBMISSION

The IEC/IRB should have a guideline aiding investigators on protocol submission. The guideline should include the requirements of the IEC/IRB for the review of the different kinds of protocols. An informed consent document guideline/template should be made available.

2.6. SUBMISSION PROCESS

IEC/IRB should indicate to investigators when to submit a protocol so as to meet meeting deadlines. Applications by investigators for ethical approval should be made on standard application forms; IEC/IRB should also have and make available these different application forms to researchers.

2.7. MEETING REQUIREMENTS

The IEC/IRB should have documented meeting requirements with which they comply. Included in this is the minimum number of members required per meeting, the professional requirements, and the distribution of the various professions.

3.   COMPLETENESS OF ITS REVIEW PROCESS

EC review protocols and its supporting documents thoroughly in a timely fashion according to an established procedure to protect the interest of research participants. 

3.1. COMPLETENESS OF PROTOCOL SUBMITTED FOR REVIEW

IEC/IRB should ensure the completeness of each protocol reviewed.

3.2. REVIEW PROCESS

Reviewers should be given enough time to review protocols and make comments. IEC/IRB should have a documented and detailed review process with which they comply, for full committee and expedited reviews. They should also have and follow a process of establishing independent consultants that may provide special expertise on research protocols. IEC/IRB should have a process to determine which protocols are exempt, reviewed expedited and what happens after expedited review and reviewed by a full board.

3.3. CONTINUOUS AND PROTOCOL AMENDMENT REVIEW

IEC/IRB should have a process of continuous review of projects based on its degree of risks (at least once per year). A list of documents including project report required for continuous review should also be made available for researchers. IEC/IRB should specify the researcher is expected to submit reports and documents for continuous review and indicate in their SOP how such review should be conducted. The IEC/IRB should also indicate to researchers that any amendment made on the protocol should not be implemented till it gets the IEC/IRB approval; the IEC/IRB should also have a process of reviewing amended protocols.

3.4. ELEMENTS OF REVIEW

The process and functions of members and staff in this process should be clearly indicated. IEC/IRB should state clearly what elements they review in a protocol. Review element should include: value of research, scientific design and conduct, 

ethics (risk, benefit, informed consent documents and processes, care and selection of participants etc.).

3.5. OTHER AFTER-PROTOCOL APPROVAL REVIEWS

IEC/IRB should document and follow procedures for reviewing other after-protocol approval reviews, such as site visit reports, Data Safety Monitoring Board progress reports, serious adverse event reports, termination of study reports, and end of study reports.

3.6. COMPLETENESS IEC/IRB MEETING MINUTES

Minutes should be a complete record of all aspects of the meeting; including time allocated for review is important as this will reveal, among other things, how the IEC/IRB functions, and its adherence to its stated procedures.  Minutes should accurately reflect actions taken during the meeting and should also indicate which members were present when the actions were taken.

3.7. DECISION MAKING PROCESS

In other for the IEC/IRB to function fully they should have a procedure for decision-making and members should be free to participate fully in discussion, debate and voting where the need arises.

4.  AFTER REVIEW PROCESS

After making a decision the EC adequately and effectively communicates its decision to researchers. 

4.1. COMMUNICATING DECISION

IEC/IRB should have an effective and timely way of communicating a decision. Where protocol approval was denied by the IEC/IRB, reasons should be clearly stated. If provisional approval is given areas that need be re-worked should be clearly stated.  IEC/IRB should have and issue approval/disapproval letters with the conditions of approval or reasons for disapproval clearly stated.  The IRB should have and issue suspension/termination letters with the conditions of lifting suspension and the reasons for suspension or termination clearly stated.

5.  ARCHIVING

EC systematically archive documents of its activities for a good time period

5.1. IEC/IRB DOCUMENTATION AND ARCHIVING

All protocols with a complete set of its supporting materials are maintained by the EC in a file or database till at least 3 years after the end of the study

All documentations on pertinent discussions and decisions on protocols and communication of the IEC/IRB should be properly filed and archived for easy access.

All documents pertinent to effective function of the EC including its SOPs, constitutions, regular annual reports, national and international guidelines etc. should be properly kept.

A retrieval procedure should be indicated and complied with.  The minimum period of archive should also be stated and complied with.

ETHICS COMMITTEE (IEC/IRB) RECOGNITION PROCESS

This process description is to be used in conjunction with the SIDCER IEC/IRB Assessment Tool, the SIDCER Recognition Requirements, and the standards described in the WHO “Operational Guidelines for Ethics Committees That Review Biomedical Research,” the WHO complementary guideline “Surveying and Evaluating Ethical Review Practices,” and the ICH “Guideline for Good Clinical Practice” (E6).

1. ASSESSMENT AND RECOGNITION PROCESS 

1.1. SELF‑ASSESSMENT OF ETHICS COMMITTEE (IEC/IRB)

An IEC/IRB seeking recognition will make an application. A copy of the SIDCER Assessment Tool will be sent to and completed by the IEC/IRB.  The completed Assessment Tool will be reviewed to determine if the applicant is ready for a site visit (survey).  If the tool reflects a need for improvements, written suggestions will be provided in preparation for the survey.

1.2. SURVEY

An IEC/IRB, having gone through the self-assessment, will then be surveyed for SIDCER recognition.  The site Survey will be performed by SIDCER or Regional Forum surveyors (trained by WHO/TDR).  The survey includes interviews, assessment of documents and procedures, observation of the facilities and observation of an IEC/IRB full committee meeting.  The survey will be followed by a written report with a recommendation regarding recognition of the surveyed organization.  Copies of relevant documents will be attached to the report.

1.3. RECOGNITION 

If the standards are met, the IEC/IRB will be recognized by the SIDCER committee.

2.  CATEGORIES OF RECOGNITION

Recognition categories based on if the survey was for a first time applicant or for an IEC/IRB seeking renewal of recognition.  Generally an IEC/IRB will be recognized based on the structure of the committee, its adherence to specific policies for ethical review, the completeness of its review process,  the activities after review process and the documentation and archiving. 
.

2.1. FIRST-TIME APPLICANTS

First-time applicants may be recognized under one of three categories, including “full recognition,” “preliminary recognition,” or “recognition pending.” 

2.1.1. FULL RECOGNITION

A fully recognized IEC/IRB meets all the standard requirements specified in the recognition requirement.
2.1.2. PRELIMINARY RECOGNITION

An IEC/IRB placed in this category meets a substantial amount of the standard requirements, but there are issues that require corrective actions. The IEC/IRB will commit to addressing outstanding issues within a reasonable time period, to be determined in a case-by-case basis.

If the corrective actions are completed within the specified time frame the IEC/IRB will be upgraded to a full recognition.

If the IEC/IRB is unable to address the outstanding issues within the specified time frame, the IEC/IRB may submit a written request for an extension.  The request should include a plan for completing the required corrective actions. The IEC/IRB will be notified if the extension is granted.  If the corrective actions are completed in the newly allotted time, the IEC/IRB will be upgraded to full recognition.

If the IEC/IRB does not address outstanding issues and does not submit a written request for additional time or if a request for additional time is denied, the IEC/IRB will be downgraded to recognition pending.

Notification of upgrade or downgrade will be sent to the IEC/IRB following the SIDCER committee meeting where the change is noted.

2.1.3. RECOGNITION PENDING 

The IEC/IRB in this category does not meet a substantial standard of the specified requirements. The IEC/IRB may not be able to address the outstanding issues within a specified time frame. In this case the IEC/IRB can reapply for recognition at its own discretion after it believes it has taken corrective action and is now ready for recognition.

2.2. RENEWING APPLICANTS

Five (5) months before the end of the 3-year recognition period, the IEC/IRB will reapply and be revisited. Based on the outcome of the surveyor's re-visitation, the SIDCER committee makes a decision on the renewal of recognition.

2.2.1. FULL RECOGNITION

The IEC/IRB continues to meet the entire required standard

2.2.2.  RECOGNITION WITHDRAWN

The earlier given recognition can be withdrawn when the SIDCER committee believes that the IEC/IRB no longer meets the criteria for preliminary recognition and demonstrates inability or unwillingness to take effective corrective actions.   

2.2.3. RE-RECOGNITION PENDING

An IEC/IRB is placed in this category when it does not meet the criteria for full recognition, but is willing and able to take corrective measures to meet the criteria for full recognition within a specified time frame. Based on the corrective actions a full recognition will be given. 

3. DURATION OF RECOGNITION STATUS

Recognition will be granted for a maximum period of 3 years. The SIDCER committee will have the discretion of awarding recognition for a shorter period and can withdraw recognition at any time if it is established that recognition criteria are no longer being met. 

4.  REPORTS 

A recognized IEC/IRB will be required to produce annual reports for review and monitoring by the SIDCER committee. This should include all the relevant activities of the IEC/IRB in the past year, any amendments to SOPs and guidelines and any new SOPs or guidelines that have been developed within the one year period and any changes in the administrative staff or procedures.

5.  RECOGNITION CERTIFICATE

A certificate of recognition will be issued to IEC/IRB that meets the full or preliminary recognition. An IEC/IRB with recognition pending is not entitled to a certificate.

6.  SURVEYOR TRAINING

Each surveyor is required to undergo a full training course to be delivered by WHO/TDR

7.  PROCESS FLOWCHART

A flowchart of the SIDCER IEC/IRB Recognition Process is attached for reference (see Flowchart below).
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SIDCER ACTIVITIES THAT SUPPORT 

RECOGNITION PROGRAMME

Module 1: Human Subject Protection Course
Length
Topic (Responsible Organization) Notes Materials
          

DAY 1

30 mins.
Registration (Host Institution)
15 mins.
Course Orientation (Host Institution)
45 mins.
Topic 1 – History of Bioethics (Forum)                              
                                    WWII Research,   Tuskegee, Other Relevant Studies                                                                                                            
15 mins.
Break

45 mins.
Topic 2 – Origins of International Guidelines (Forum)


       Nuremberg Code, Declaration of Helsinki
45 mins.
Topic 3 – Overview of Good Clinical Practices               

                                       History and Theory


         ICH E6 GCP
45 mins.
Topic 4 – WHO Operational Guidelines for Ethics Committees (Forum)


        WHO Operation Guidelines
1 hour
Lunch (Host Institution)
45 mins.
Topic 5 – Principles of Research Ethics (Forum)               
                                    Autonomy,  Beneficence, Justice
45 mins.
Topic 6 – The Informed Consent Process (Forum)
1 hour
Topic 7 – Research Among Vulnerable Subjects (Forum)


                   Prisoners,  Employees & Students,  Medically Vulnerable Groups,           

                    Fetuses & Children,   Culturally Vulnerable Groups  & Minorities,                                                                                            

                    Economically  Disadvantaged.
15 mins.
Break

45 mins.
Topic 8 – Conflict of Interest Issues (Forum)
Module 1:  Human Subject Protection Course
Length
Topic (Responsible Organization) Notes Materials



Day 2
45 mins.
Topic 9 – Privacy and Confidentiality of Health information (Forum)
2 hours
Topic 10 – Research Methodologies and Ethical Issues in Various Types of 
                                      Health Research (Forum) 
                                      Biomedical Research,  Medical Devices, Genetic Research &  

                                      Stored Samples, Social Science & Behavioral Research

15 mins.
Break

45 mins.
Topic 11 – Research Ethics Issues in International Health
 and Collaborative 
                                      Research Issues (Forum)
45 mins.
Topic 12 – Risk/Benefit Assessment in Ethical Review  (Forum)
1 hour
Lunch (Host Institution)
2 hours
Group Discussion (Forum)



Case Studies 

                             Case Study Descriptions
30 mins.
Break

1½  hours
Group / Case Presentation (Forum)
Module 1: Human Subject Protection Course
Length
Topic (Responsible Organization) Notes Materials




               
Day 3

1 hour
Topic 13 – Local Laws and Regulations (Host Institution)

                        
Additional regional requirements beyond WHO/ICH guidelines



Copies of Applicable Local Requirements

NOTE:  IF NO SPECIFIC REGULATIONS, TOPIC 13 COULD BE A SESSION ON RESPECTING LOCAL ISSUES AND CULTURAL NORMS and ON MONITORING LOCALLY IN CASE NEW RULES ARE CREATED.  

45 mins.
Topic 14 – Introduction to SIDCER Assessment Tools and Criteria of 
                                      Recognition (SIDCER or FORUM)


Assessment Tool



Criteria Documentation
15 mins.
Break

30 mins.
Topic 15 – SIDCER Recognition Process        
                                Application and Review



  Process Flowchart

1 hour
Lunch (Host Institution)
1.5 hours
Mock Review – Protocol (SIDCER or FORUM)


Sample Protocol Materials
15 mins.
Break

1.5 hours
Mock Review – Informed Consent (SIDCER or FORUM)


Sample Consent Form Materials
15 mins.
Break

1 hour
Case Presentation (SIDCER or FORUM)
Module 2: Standard Operating Procedure (SOP) Workshop

Length
Topic (Responsible Organization) Notes Materials




Day 1

30 mins
Course Orientation  - Importance of Standard Operating  

                    Procedures for Ethics Committees 

(Forum)
30 mins
Topic 1 – Preparing SOPs and Guidelines for Ethics Committees 




(Forum)
1.1 Writing, Reviewing, Distributing and Amending Standard Operating Procedures for Ethics Committees
1.2.  Preparation of Guidelines


15 mins
Break
45 mins
Topic 2 – Constituting an IEC/IRB

(Forum)
        

                           2.1. Constituting an IEC/IRB

2.2. Confidentiality / Conflict of Interest Agreements

2.3. Training Personnel and IEC/IRB Members

2.4. Selection of Independent Consultants

1 hour
Workshop 1 – Reviewing and Revising Current SOPs and Guidelines 
                                          of Ethics Committees 

1 hour
Lunch

1 hour
Topic 3 – Review Procedures

(Forum) 



3.1. Management of Protocol Submissions



3.2. Expedited Review



3.3. Initial Review of Submitted Protocols



3.4. Review of New Medical Device Studies



3.5. Use of Study Assessment Forms

45 mins
Topic 4 - Protocol Amendments, Continuing Review and End of                 

                       Study Reports                                                                         (Forum)

         4.1. Review of Resubmitted Protocols



4.2. Review of Protocol Amendments



4.3. Continuing Review of Study Protocols



4.4. Review of Final Reports

20  mins
Break
2 hours
Workshop 2 – Revising Review Procedures
Module 2: Standard Operating Procedure (SOP) Workshop

Length
Topic (Responsible Organization) Notes Materials
                          


Day 2

1.5 hours
Group Reports
45 mins
Topic 5 – Monitoring Protocol Implementation

(Forum)
                           5.1. Non-Compliance/Violation Intervention



5.2. Response to Participants' Requests



5.3. Management of Study Termination

1 hour
Break

30 mins
Topic 6 – Monitoring and Evaluation of Adverse Events    (Forum)
                           6.1 Review of Serious Adverse Events (SAE) Reports

30 mins
Topic 7 – Site Monitoring                                                       (Forum)
                           7.1 Site Monitoring Visit



1 hour
Lunch


2.5 hours
Workshop No. 3 – Reviewing Monitoring Procedures
30 mins
Break

1 hour
Group Reports
 

Module 2: Standard Operating Procedure (SOP) Workshop

Length
Topic (Responsible Organization) Notes Materials 

Day 3

45 mins
Topic 8 – Preparation of Review Meeting Agenda and Communication 
                                  Records
(Forum)


8.1. Agenda Preparation, Meeting Procedures and Minutes



8.2. Emergency Meeting



8.3. Communication Records



45 mins
Topic 9– Managing Study Files
(Forum)


9.1. Maintenance of Active Study Files


9.2. Archiving and Retrieval of Documents



9.3. Maintaining Confidentiality of IEC/IRB’s Documents
30 mins
Break
45 mins
Topic 10 - Maintaining an IEC/IRB Data Base
(Forum)
45 mins
Topic 11 – Evaluating an IEC/IRB 


Self Evaluation Tool



External Evaluation and Audit
(Forum)
1 hour
Lunch 


2.5 hours
Workshop No. 4 – Managing an IEC/IRB
15 mins
Break

1 hour
Group Reports

15 mins
Synthesis

(Host)
SIDCER Surveyor Training Course
DAY 1:


Session 1: Practical Challenges to Ethical Review

9:00-9:15
Course Overview

9:15-9:30
The current challenges to quality in ethical review for the region

Session 2: Establishing a Framework for Evaluating Ethical Review Practices
9:30-10:00
The Purpose of Surveying and Evaluating Ethical Review Practices

10:00-10:15
The Role of a Surveyor in Evaluating Ethical Review Practices

10:15-10:30
Coffee & Tea Break

10:30-11:00    Presentation of the Guideline Surveying and Evaluating Ethical Review Practices a Companion Guideline to the TDR/WHO Operational Guidelines for Ethics Committees That Review Biomedical Research

11.00-11.30   Presentation on the SIDCER Recognition Requirements

11.30-12.00
Presentation on the SIDCER Recognition Process


12:00-13:00
Lunch

Session 3: Understanding procedures in surveying an EC

13:00-14:00
Introduction of the Survey Plan to the Working Group

14.00-15.00
Presentation of the Standard Operating Procedures for SIDCER survey

15.00-15.30
Coffee & Tea Break

15:30-17:30    Working Groups Practical I: Preparing a Site Visit
1. References, Standards and applicable Guidelines (Local, National, International)

2. Evaluation Methodology

3. Definition of Scope, Rationale, Objectives

4. Practical Tools (check list)

5. Reporting and Analysis (format for report writing)

SIDCER Surveyor Training Course

Day 2:

Working Groups Practical II: Site Visit day 1
8:30
Departure from Hotel for the Ethics Committee Site

9:30-10:00
Opening Meeting

· Meeting with the responsible EC Officer and Staff

· Discussion of the purpose and method of the survey and evaluation

· Review and Discussion of the Survey Plan

· Review of the EC documentation available for the survey and evaluation

· Review of the agenda

10.00-10.30
Observe facilities 

11:00-12:00
Review of the EC’s Legal and Regulatory Framework

· Discussion with the responsible member and/or staff of the EC of the applicable laws and regulations of the country in which the EC is established

· Discussion of the national and international guidance documents under which the EC operates

12:00-12:30
Review of the EC Membership

· Examination of the EC list of members

· Examination of the EC curriculum vitae

· Examination of the EC members term of reference

12:30-13:30
Lunch

13:30-14:30
Review of the EC Standard Operating Procedures

· Examination of the EC Standard Operating Procedures

· Examination of any documents available to applicants, regulatory authorities, or the authority under which the EC is established

14:30-16:00
Review of the EC Meeting Conduct

· Discussion with the responsible member/staff of the EC

· Review of the agenda and minutes of sample EC meetings

16:00-17:30
Summary of the Day’s Findings

· A listing of the strengths of the EC

· Indications of areas for further consideration

17:30
Departure from the Ethics Committee for Hotel

SIDCER Surveyor Training Course

Day 3:


Working Groups Practical II: Site Visit day 2
8:30
Departure from Hotel for the Ethics Committee Site

9:30-12:30
Review of Protocols

· Examination of protocols already reviewed by the EC 

12:30-13:30
Lunch

13:30-16:00
Review of the EC SAE Review and Follow-up Procedures

· Examination of the EC procedures for receiving and reviewing SAEs
· Examination of the EC policy and procedures for follow-up review
16:00-1700     Summary of Findings and Survey Observations
· Draft list of findings and observations 

17:00
Departure from the Ethics Committee for Hotel

Day4:


Working Groups Practical II: Site Visit day 3
8:30
Departure from Hotel for the Ethics Committee Site

9:00-12:00
Summary of findings and observations during the past 2 days 

· list of findings and survey Observations prepared by the surveyors

12:00-13:00
Lunch

13:00-1500   
Observe Board meeting 

15:00-15:30     Summary of Findings and Survey Observations

15:30-16:30
Closing Meeting

· Discussion of the findings and observations with the responsible EC member and staff

· Follow-up activities, if any

Session 5: Follow-up to Evaluations of Ethical Review Practices

16:30-17:00    Reports and Follow-up Procedures


WORKING GROUP on the IEC/IRB RECOGNITION PROJECT
This document was prepared as a result of a meeting of the Working Group on the IEC/IRB Recognition Process held in Olympia, Washington, USA.  Working Group participants are listed below.
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Angela Bowen MD

President

Steven Byers CQM CQA CIP

Director, Quality Assurance

Verena von Dehn MIM CQA PMP

Director, Internal Auditing, External Training & Special Projects

Loren Ferro CIP

Quality Assurance Analyst

David Forster JD CIP

Assistant Vice President, Office of Compliance

Greg Lim BSc Phm MHSc HA

Director, Regulatory Affairs
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Paul Kumaran MBBS MPH BA

India

Bakhyt Sarymsakova MD PhD DSc

Kazakhstan

Alemu Shitaye MD
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Rong Wu MMSc

China
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China
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